PHP104 The Hta Regulation On The Brazilian Health Care System And Its Impact On Federal Spending On Health Techonologies Supply Through Lawsuits  by Simabuku, E. et al.
 VA L U E  I N  H E A LT H  1 7  ( 2 0 1 4 )  A 1 - A 2 9 5  A27
Objectives: Cost effectiveness analyses play a critical role in determining cov-
erage of novel drugs and devices. Increasingly, payers are demanding subgroup 
analyses to determine indications which would be covered by the national health 
system or insurance agency. MethOds: To understand and review trends in the 
use of subgroup cost effectiveness analysis, we analyzed NICE HTAs for products 
approved between 2011-2012. Manufacturer submissions for CEA were compared 
to final review and decision by HTA agency. Analogs were identified and case 
studies were developed to further understand the use of subgroup analyses and 
cost effectiveness models. Results: Decisions made by NICE in 2011-2012 show 
increasing trends towards the use of subgroup analysis for determining indi-
cations for coverage by national payer bodies. Between 2011-2012, 80% of the 
assessments included subgroup analyses. Approximately half of them included 
cost effectiveness analyses for various subgroups. Interestingly, the ICER values 
estimated by NICE for the same subgroups showed a large variation (1X-3X fold 
difference) compared to ICER values estimated by manufacturers. Selected case 
studies highlighted that for several products, NICE is recommending treatments 
only for subgroups whose ICER values are within the cost effectiveness thresh-
old. cOnclusiOns: New products need robust broader population and subgroup 
analyses for insurance coverage.
PHP104
THe HTa RegulaTion on THe BRazilian HealTH CaRe SySTem and 
iTS imPaCT on FedeRal SPending on HealTH TeCHonologieS SuPPly 
THRougH lawSuiTS
Simabuku E., Chacarolli C., Torres I.D.C., Pereira V., Capucho H., Santos V.C.C., Petramale C.
Brazilian Ministry of Health, Brasília-DF, Brazil
Objectives: To analyze the impact of changes in Brazil’s health care system leg-
islation from 2009 (CITEC) and after 2011 (CONITEC) on lawsuits for health tech-
nologies supply and federal spending. MethOds: Survey of federal spending in 
health technologies supply through lawsuits. Results: Lawsuits with the federal 
government as a defendant for health technologies supply started in 2002. Ten years 
later there were 3,205 individual lawsuits for which the government spent US$ 
131.19 million. The number of lawsuits continued to grow, reaching 2,273 in 2008. 
Since 2009, the growth rate slowed, reaching the annual average of 1,579, showing 
a stabilizing trend over the last 3 years. Federal spending grew at an average rate of 
150% per year: 221% per year until 2008, decelerating to 60% per year since 2008. The 
impact of these lawsuits creates a cumulative effect in federal spending because 
the technologies provided are for chronic diseases and continuous use. In 2012 and 
2013, 5 medicines alone, all of them indicated for the treatment of rare diseases 
(e.g. idursulfase, galsulfase and eculizumab) represent more than 80% of the fed-
eral spending. cOnclusiOns: Escalating lawsuits over the last decade in Brazil 
led to several initiatives that culminated with the publication of law 12,401/2011 
that created the National Committee for Health Technology Incorporation to assist 
the Ministry of Health in the incorporation of new technologies in Brazil’s health 
care system. The law established a deadline of 180 days for a decision to be made, 
based on scientific evidence of efficiency, accuracy, effectiveness and security, and 
on a comparative cost-benefit evaluation in relation to the technologies already 
incorporated. Decision must consider social participation, be clear and compre-
hensible. The deceleration in the annual rates of new lawsuits and the decrease in 
federal spending demonstrate that HTA applied to regulation may play a critical 
role in this context.
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Objectives: In the last years HTA-Scientific-Advice (HTA-SA) has been assuming 
a relevant role in decision process for assessment of new technologies for pricing 
and reimbursement in Europe. Since the beginning of the SA-initiatives, AIFA has 
been involved in multi-dimensional and multi-national advices: parallel-SA with 
European Medicines Agency (EMA), European-Network of HTA (EUnetHTA) Early-
Dialogue, Tapestry Networks, National HTA-SA. The AIFA-HTA-SA procedure relates 
the assessment of manufacturer’s briefing book; consultancies with clinical and HTA 
experts; face-to-face meeting with manufacturer and final report. This study aims 
at presenting an analysis of the HTA-SA programs over the last 3 years. MethOds: 
Comparative analysis of issues evaluated in different types of HTA-SA has been 
conducted, in terms of clinical development program (patients’characteristics and 
selection; choice of comparator; trial design; choice of endpoints, including patient-
reported-outcomes, stratification/subgroups; safety), cost-effectiveness (modeling, 
resource utilization, utility values) and Place in Therapy (value proposition, added 
benefit). Finally, an analysis of concordance between manufacturers proposal and 
AIFA-advice has been performed. Results: From 2011 to 2013, a total of 21 HTA-SAs 
were performed: 3 Tapestry-Networks-SAs; 3 National-HTA-SAs; 7 EUnetHTA-Early-
Dialogues; 8 parallel-EMA-HTA-SAs. Nervous system and cancer diseases were the 
main therapeutic areas of requests, accounting for 57% of total HTA-SAs (respec-
tively 6 products for each). The majority (52,4%) of HTA-SAs were requested in an 
early stage of clinical development (Phase I-II). The comparative analysis showed 
that clinical development items were systematically analysed among different types 
of HTA-SA, while the domains of cost-effectiveness and place in therapy were more 
relevant for EUnetHTA Early Dialogues and National HTA-SAs. The concordance 
analysis showed that target population, stratification/subgroups and choice of 
comparator(s) were critical issues. cOnclusiOns: The HTA-SA-activities respond 
to the emerging need of early interaction among manufacturers, regulators and 
HTAs. Different types of HTA-SA reflect different institutional bodies approaches 
and peculiarities. The National-HTA-SA-program is expected to increase in the next 
future.
study was conducted among general public in Quetta, Pakistan by using a conveni-
ent sampling technique. A total of one thousand respondents were approached and 
927 consumers participated in the survey giving a response rate of 92.7%. Data was 
analyzed by using SPSS version 18.0 and descriptive statistics were reported where 
appropriate. Results: Majority of the respondents (n= 609, 65.7%) were not aware 
of possible side effects of their current medications. A total of 144 respondents 
(15.5%) believed that all medicines registered in Pakistan are safe to use and they 
do not have any side effects. About 44.4% (n= 412) of the respondents claimed that 
they share their unused medicines with family and friends who are having similar 
illness. Majority of respondents 87.7% (n= 813) were not satisfied with the drug 
information provided by the health care professionals. The present study also found 
that more than 80% of the respondents (n= 742) did report that they never read the 
labels of their medication before using. cOnclusiOns: The present study revealed 
poor level of public knowledge regarding medication safety. It is evident that public 
underestimates the risk of their medications. There is a general lack of awareness 
and understanding among the public especially towards side effects.
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Objectives: The aim of this analysis was to summarize the contribution of Colombian 
papers to ISPOR conferences from 1998 to 2013. MethOds: It was developed a review 
of ISPOR Scientific Presentations Database from 1998 to 2013, filtering by abstract, 
by the word “Colombia” for each ISPOR meeting (International, European, Asian, and 
Latin American), we obtained a list of all abstracts those ones without Colombian 
authors were excluded. Abstracts were classified by disease, topic, and topic sub-
category taking into account the register of each one. It was taken into account if 
authors or abstract relate any support of pharmaceutical or/and devices industry. 
Descriptive statistics were applied by disease and study type. Results: A total of 258 
abstracts were identified, 25 were excluded because they have no Colombian authors; 
233 abstracts were included in the analysis, 111 from International (47.6%), 12 from 
European (5.2%), 1 from Asia-Pacific (0.4%) and 109 from Latin America Conference 
(46.8%). Over time, cumulative numbers of abstracts are increasing exponentially. The 
majority of abstracts were costs studies (76.4%), followed by Health Care Use & Policy 
Studies (13.3%), Clinical Outcomes Studies (6.0%), and others (10, 4.3%). The three 
most frequent diseases were cancer (12.4%), vaccine (12.0%) and infections (10.3%). 
The three most frequent cost studies developed were classified as cost-effectiveness 
analysis (61.8%), Cost of Illness studies (10.7%) and budget impact analysis (9.0%); 
Of included studies, 51.9% contain any author related with pharmaceutical or/and 
devices industry. There may be underreporting of studies due the filter was applied 
only for abstract content, neither by title nor authors; underreport on Scientific 
Presentations Database; and underreporting of pharmaceutical industries support 
due it is not disclosed on abstract. cOnclusiOns: The contribution of Colombia to 
ISPOR Conferences have been increasing markedly, going from 1 paper presented in 
2004 to 93 papers presented in 2013
HealTH CaRe uSe & PoliCy STudieS – Health Technology assessment Pro-
grams
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Objectives: HTA activity is constantly growing over time at a global level, a trend 
observed in both countries with well-consolidated HTA agencies, such as the UK, 
as well as in HTA-emerging countries, such as Brazil. The objective of this study 
was to explore trends in HTA activity during 2012 and 2013 worldwide, along with 
flagging newcomers. MethOds: Data were obtained from the Quintiles HTA Watch 
platform covering almost 100 HTA agencies in 32 countries. Published and ongo-
ing HTA are captured in the database on a regular basis. Entries published from 1st 
of January 2012 till 31stof December 2013 were selected. The number of published 
reports by each agency and country/region was counted and were also stratified 
by therapeutic area and indication. Data from selected agencies based on their 
impact on reimbursement decisions were further explored. Results: 3241 reports 
were found in total for all agencies monitored, out of which 1530 were published 
in 2012 and 1659 in 2013. HTA Activity in the UK is constantly rising as a total (214 
reports published in 2012 and 254 in 2013 from NICE, SMC and AWMSG), as well as 
in the individual agencies (NICE experimented a 28% increase in the number of 
published reports). Increasing trends were also observed in France, Sweden, Canada 
and Australia, while Germany and Spain remained rather stable. Cancer, diabetes, 
digestive and musculoskeletal indications were the object of more evaluations in 
2013 compared to 2012, while cardiovascular and central nervous systems indica-
tions experimented a decline in selected agencies. Newcomers include Colombia 
with IETS and more than 50 reports, and Spain with the Therapeutic Positioning 
Reports. cOnclusiOns: Global statistics allowed us to describe trends in HTA activ-
ity that reinforce the conviction that evidence-based decisions are increasingly 
considered valuable/mandatory for reimbursement purposes and consequently, 
HTA activity is constantly in rise over the globe.
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